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MEMORANDUM OF MEETING MINUTES

MEETING DATE: June 11, 2003

TIME: 11:0S§AM-11:35AM

LOCATION: Videoconference-S100
APPLICATION: NDA 20-832/8-005

TYPE OF MEETING: A

MEETING CHAIR: David Bostwmk

RECORDER: Tia Frazier

FDA ATTENDEES, TITLES, AND OFFICE/DIVISION

N

Name of FDA Attendee - Tifle yisi
1. Charles Ganley, M.D. Division Director '| Division of Over-the-Counter Drug
, ~ ( Products HFD-560
7. Tia Frazier, M.S., R.N. Regulatory Project Manager Division of Over-the-Counter Drug
B - : Products HFD-560
3. Laura Shay, CR.N.P., M.S., | Regulatory Project Manager - -Division of Qver-the-Counter Drug
: I Products HFD-560 ‘
4. Dave Hilfiker, M.S. Chief, Project Manager Division of Over-the-Counter Drug
A Products HFD-560
5. Debbie Lumpkins Team Leader, Interdisciplinary | Division of Over-the-Counter Drug
Scientist _ Products HFD-560
6. Andrea Leonard-Segal, " | Medical Team Leader Division of Over-the-Counter Drug
M.D., M,8. ‘ , , _| Products HFD-560
7. John Smith, Ph.D. | Chemistry FearnLeader: | Division of Over-the-Counter Drug
\ : Products HFD-560
8. Maureen Dillon-Parker Regulatory Project Manager Division of Anti-Infective Drug
! Products HFD-520
9. David Bostwick Clinica] Réviewer ‘Division of Anti-Infective Drug
\ Products HFD-520
10. Jean Mulinde, M.D. .| Clinical Team:Leader +- | Division ¢f Anti-Infective Drag
, \ ‘Products HFD-520
11, Albert Sheldon, Ph.D. Microbiology Tearn leader - | Division of Anti-Infective Drug
B ’ Products HFD-520
12. Peter Coderre, Ph.D. Microbiclogy Reviewer Division of Anti-Infective Drug
' . ‘ Products HFD-520
13, Pam Winbourne Writer-Editor _| Division of Public Affairs HFD-210
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EXTERNAL CONSTITUENT ATTENDEES AND TITLES:

Director, Rggﬂatury Affairs

External Attendee . Title Sponsor/Firm Name

1. Joseph Brandmeyer Owner; Chairman of the Board | Medi-Flex Hospital Products, Inc.

2. Lyle Clayton Prgid,én’t; Chief Operating Medi-Flex Hospital Products, Inc.
Officer | o

3. Orlando Cordova Vice President, Quality | Medi-Flex Hospital Products, Inc,
Assurance and Regulatory .

4. Cindi Crosby Director, Clinical Affairs - Medi-Flex Hospital Products, Inc.

5. Rebecca Minion Vice President, Strategic - Medi-Flex Hospital Products, Inc.
Planning

6. Scott Tufts Director of Research and | Medi-Flex Hospital Products, Inc.
Development :

7. Michael Beckloff President and Cluef Executive | Beckloff Associates, Inc. (U.S. Agent
Officer - for- Mﬂdb’ﬁﬁx I-Iosp1ta1 Products, Inc.)

8. Diane Beatty, Ph.D. Senior Director, \Beﬁkioﬁ”Assamates, Ine. (U.S. Agent
Pharmaceutical- Development | for Medi-Flex Hospital Products, [nc.)

1. Janet DeLeon Associate Director, Beckloff Associates, Inc. (U.S. Agent

_ Pharmacetitical Sciences for Medi-Flex Hospital Produects, Inc.)
10. Wayne Vallee, R.Ph., RAC ' ‘Beckloff Associates, Inc, (U.S. Agent

for Medi-Flex Hospital Products, Inc.)

» January 30, 2003, duringa taleconfermce cdnicerning another submission, the sponsor
proposed submitting an application for 8 26-mL applicator containing their approved pre~
operanve prepping solution. FDA advised the sponsor to either limit the available amount of
prepping solution to 20 mL or less, or seek FDA’s gmdanse before submitting an application
for a 26-mL spplicator.

‘)x‘

» March 11, 2003, the sponsor submitted 2 Changes Being Effcctad in 30 Days CMC
supplement, S-OOS for the 26-mL apphcator thhout first consulting with FDA.

e April 9, 2003, FDA issued an “Unaccepta‘ble for filing™ Ny lettar because the user fee
rcqmred for the submission to be reviewed was not submitted for Supplement 005.
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“e May 1, 2003, the sponsor submitted a request for a Type A Meeting.  This submission also

contamed a request for FDA to provide Be::kioff with a copy of the review comments from
the review of supplement 005.

o May 12, 2003, the sponsor received the fallowmg facsnmle in response to their request for
review comments.

....--u..-m.....g...---:.n-.u;-.n.[lilln-lhllItllil'ldllllll--uunll-l-llnn-.-la

Facsimile sent on 5/12/03 to Beckloff Associates

“Unresalved Clmical issues

The supplemnntal epplication fails to contain information which assures that the proposed
container may be m?ely used. Specifically, this conminer contains a sufficient amount of
alcobiol to cause serious harm to the patient if mx&nntaﬂy ignited. 1t is necessary that the user -
be provided with adequate information to minimize this possibility. Please note the following
comroents;

1. The material submitted with the supplemental application does not provide a realistic
approximation of the area of human skin which the product could be expected to cover in
normal use, This is important in that the user should be aware of the approximate arca of
coverage in order to minimize overapplication and related spillage and pooling of the product.
It is noted that a study using aqnﬁcml skin has been submitted, but it ix- madequnte in that
(spparently) the same piece of artificial skin was used repeatedly, and a similar test using
humnan skin would be both practical and mmch ; more informative,

2. The directions for nse for-the prodact("Wet the spouge by repeatedly pressing and
releasing the sponge against fiis treatment area nntil liquid is visible onthe skin.....Use
repeated back and foxth strokes of the sponge for approximately 2 minutes”) Icave open the
possibility of runoff from the-tipgated treatment area during normal use, If this is the case, the
labeling must be revized to address this pxoblem.

It is therefore suggested that the foliovang study (or & close approximmtion of it) be performed
and the results submitted in support of 4 supplemental spplication,

Twenty gormal adults shnuld ha enrolled. prefmmy of significantly varying body mass, The
product should be applied according to labeled dircotions to a convenient body surface (the
back is snggested) when the test spbject is prone, It is also suggeuted that the same person
pmfarm ell applications in ordexto Ininimize differences inpregsuxe used, etc. If a target area
is desired (such 85 2020 mahea}, fh1§ may be desxgnated, though the purpose of the study is
to determine how much azea is'coversd by he product in normal use. If the ares covered on
one person is larger than convegient, the product may be applied to two sub;eets and the areas
covered summed. The information gathared should includs: - -

A. The averagoe body surface ares covered by ten different spplicators (or more, if one
applicator is u.sed per person if) same cases),

B. The aversge amount (weighrlvolmne) ‘of product used in the -applications.
C. Whether or not thers is pruduct mﬁ and /or pooling during application. Tt may be

necessary to adjust the reaomxzmdcd sres of coverage o provide the best combination of
correct dosage and lack of excess product."
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e May 28, 2003, the sponsor submitted the following 6 questions (sce below - italics) in
response to the May 12, 2003 facsimile.-

s June 10, 2003, FDA provided the sponsor with the following responses to the 6 questions
(bolded below). The sponsor acknowledged receipt of the FDA responses at the start of the

videoconference. These nueshcms were, used as the. agenda for this dmemsmn

« FDA invited the sponsor to focus the dxssussmn at this mzctmg on any of FDA’s draft
comments for which they had a disagreement, question, or counter~pmposa1 Discussion of
FDA’s preliminary responses to the questions presented by the sponsor, in addition to
discussion of other questions rajsed by the sponsor during the meeting are recorded below.

DISCUSSION
Meeting Questlon # 1:

The ChloraPrep One-Step 26-mL Applicator (26-mL Applicator) delivers an average (n=30)
volume of 14.73 mL (range 13.85-16.23 mL) of Chlora-Prép One-Step Topical Solution. This
applicator contains a foam pledget (foam pisce internal to the applicator located between the
two glass ampoules and the applicator pad), which, in conjunction with the applicator pad,
provides control of the solution flow rate to prevent pooling. While this unique configuration
\— provides additional safety for patients and.end users, the pledget and applz’aatar pad maintain
much of the applicator’s solution. Does the, Agency agree that there are no safety concerns with
ChlovaPrep One-Step 26-mL Applicator if tke deliverable volume is approximately 15 mL?

FDA RESPGNSE'

No. Safety concerns remain because the Agency bas received reports of
flammabflity problems with products that deliver a similar volume of alcohol for
similar purposes.

* DISCUSSION POINTS:

e The sponsor asked why FDA raised safetywconcems thh the current product proposal
submitted by Medi-Flex Hospital Products when other containers with volurmes up to 40 mL
are currently marketed, Medi<Flex ﬁnthquussnaned why Dura-Prep is permitted on the
market, when, according to their own reseatch, the product was never granted FDA approval
for their pre-operative prepping applicator. .,

e FDA acknowledged that products with vniumes greater than 20 mL are currently being
marketed. FDA reported that the agency is taking appropriate steps to ensure that products
on the market are either legally marketed or removed frcm the matketplace.

-, 3 Y



